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Honorable Commissioner of Patents 

and Trademarks 
Washington, D.C. 20231 

Sir: 

Applicants are still awaiting action on the Amendment 
filed April 10, 1995 and the Supplemental Amendment filed 
April 12, 1995. 

Applicants wish to call to the Examiner's attention the 
Final Utility Examination Guidelines, which became effective 
on July 15, 199 5. These Guidelines state that when the 
enablement issue raised under 35 U.S.C. §112 is based on lack 
of utility/inoperability, the standard applied is the same one 
set forth under §101, i.e. , whether the asserted utility would- 
be more likely than not to be considered credible by a person 
of ordinary skill in the art. The Guidelines indicate that 
"data from in vitro or animal testing is generally sufficient 
to support therapeutic utility." Applicants' evidence of 
operability, as set forth in the specification and in 



USSN - 08/104,529 

literature exhibits, plainly supports the instant claims, when 
judged under these Guidelines. Indeed, Applicants believe 
that under the Guidelines, the limitation of the claims to 
diabetes was unnecessary. 
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Respectfully submitted, 


BROWDY AND NEIMARK 
Attorneys for Applicant 
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